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Claims: 



1 . Method of preparing a virus-safe pharmaceutical composition of a biologically active 
protein selected from the group of interferons, comprising the steps of 



adding to a solution of the protein a non-ionic detergent in an efficient 
amount to provide an extended shelf-life of the pharmaceutical composition, 
subjecting the solution containing the non-ionic detergent to filtration on a 
virus removal filter with a pore size of 10 to 40 nm; and 
recovering the filtrate. 



2. The method according to claim 1, wherein the non-ionic detergent is selected from 
the group consisting of polyoxyethylene sorbitan mono-oleate, polyoxyethylene sorbitan 
monolaurate and polyoxyethylene lauryl ether. 

3. The method according to claim 2, wherein the non-ionic detergent comprises 
polyoxyethylene sorbitan mono-oleate (polysorbate 80), which is added in an amount 
exceeding the critical micellar concentration. 

4. The method according to claim 3, wherein polysorbate is added in an amount of 
0.05 to 1 g/1. 

5. The methodVccording to any of claims 1 to 4, wherein the pharmaceutical 
composition comprises the solution of purified a-interferon. 

6. The method according tc^n-y--of-elaims 1 te 5; wherein the activity of the a-interferon 



7. The method according to claim 5 er- 6 r wherein the pharmaceutical composition 
comprises an a-interferon solution containing at least one a-interferon subtype selected 
from the group consisting of al, a2, a4, a7, a8. alO. al4. al7 and a21 . 

8. The method according to^afty -ef-tke -preceding claims, comprising preparing a 
pharmaceutical composition comprising purified leukocyte or lymphoblastoid a- 
interferon essentially in the absence of a-interferon polymers and albumin-interferon 
complexes. 



solution before virus filtration is in the range of 3 to 50 mill. IU/ml. 
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9- The method according ^i^gfij** ^ compris ,„ 2 efiiterj 

navmg a pore s.ze of ,0-40 ™. and finalIy subjectlng , he ^ m ^ 
recovering the filtrate. 

1,' i. , i I 

10. The method according ,^^,4 coraprising s , eri , e fi] 
protemeous s „,„„o n and subsequently subjecting the filtrate of the stertle filtrat.on ,0 

TZT 1 fi " ra,i0 " Wi ' h 4 fi " er haVi " S 8 P ° re ° f 10 '° 40 ™' a " d 

11. The method according ,o A arw ofete™ , to jo-.-comprising using a vi™, remova, 
f.i,er capable of reducing the concentration of mode! viruses having a size of ca 20 ,o ca 
40 nm w,th at least 4 log during a spiking test. 

^Method of stabilizing pharmaceutical compositions of purified leukocyte .interferon 
subjected ,o filtration on a virus removal f„,e, comprising using a pclysorbate as a 

stabilizer. 

13. A virus-safe c-mWeron composite comprising a non-tonic detergent as a stabilizer 
■ n an amount exceeding the critical micellar concentration of the determent and being 
essentially free from substances and agents retained on a v.rus-filter ha~vin e a high virus 
retent.ve capacity even fo\ small non-enveloped viruses. 

14. The composition according ,0 claim 13, comprising an .interferon solution 
containing a, least one a-interferon subtype selected from the group consisting of a, «, 

' 0, °' a ' 4 ' ° 17 Md a21 - - m a polysome as a stabilizer ,„ an 

amount of 0.05 to 1 g/J. 

15. The composition according to clairn^ comprising an a-interferon solution containing 
at .east two a-interferon subtypes selected from the group consistine of al a2 a4 a7 
«8, alO, al4, al7 and* a21. " ' 
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